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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 7 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Applicant uses the trademarks "Teflon" and "Dacron" to 
identify a material used in the claimed invention. If the trademark or trade name is used 
in a claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of the 35 U.S.C. 112, second paragraph. Ex 
parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since 
the trademark or trade name cannot be used properly to identify any particular material 
or product. In fact, the value of a trademark would be lost to the extent that it became 
descriptive of a product, rather than used as an identification of a source or origin of a 
product. Thus, the use of a trademark or trade name in a claim to identify or describe a 
material or product would not only render a claim indefinite, but would also constitute an 
improper use of the trademark or trade name. See MPEP 2173.05(u). Appropriate 
correction is required. 

For the purposes of examination on the merits, examiner has assumed that the 
claimed trademarked materials include a broad class of fluoropolymers and polyesters, 
which are the foundation of the trademarked materials. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-4, 6, 8, 10-11,13, 15-17, and 19-20 are rejected under 35 
U.S.C. 102(b) as being anticipated by US 6,099,542 to Cohn et al. 

In the specification and figures, Cohn discloses the device as claimed by 
applicant. With regard to claim 1 , Cohn discloses an arteriovenous fistula with an 
arterial catheter 200 with a hollow tubular wall 202 forming a body, a proximal end 208 
and a distal end 212 (see column 15, lines 20-28). The distal end is capable of being 
anastomosed to an artery wall, creating a passage from the artery to a venous catheter 
(see column 21, lines 44-57). Cohn further discloses a venous catheter 10 with a hollow 
tubular wall 12 with a distal intake end 16 and a proximal depositing end 14 (see column 
15, lines 8-15). With regard to applicant's claimed cuff, Cohn discloses that in one 
embodiment, the catheters may comprise electrical leads 322 that perforate the 
vascular walls, creating an anastomosis, wherein the leads are surrounded by support 
elements 324 that connect to the ends of the respective catheters to create a fistula 
(see FIGS 14, 16, column 24, lines 13-37). 

With regard to applicant's claim limitations drawn to the operability and location 
of deployment of the catheters (e.g., claims 6, 11, 15, 16), such limitations are held to 
be a recitation of the intended use of the device. It has been held that a recitation with 
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regard to the manner in which a claimed apparatus is intended to be employed does not 
differentiate from a prior art apparatus satisfying the claimed structural limitations. See 
MPEP 21 14. In the instant case, Cohn discloses that the catheters create an AV fistula 
by perforating the vascular walls, thereby creating an anastomosis. Furthermore, Cohn 
discloses merely that the catheters, including the venous catheter, are deployed to a 
"desirable anatomic location" (see column 21, lines 50-57), which may include the right 
atrium. Since the Cohn device is capable of being deployed in the manner claimed by 
applicant, it meets the limitations of the claims. 

With regard to claims 2-3, 10, Cohn specifically discloses that the flexible hollow 
catheters are deployed within a patient's vasculature to treat a patient, indicating that 
the catheters are made from a biocompatible material (see column 19, lines 24-30). 
Cohn further discloses that his catheter may be constructed of polyethylene or 
polyurethane, as is well-known in the art (see column 1 , lines 56-67). 

With regard to claim 4, Cohn discloses that the arterial catheter may be 1.5- 
2.5mm in diameter and about 40-1 50cm in length (see column 19, lines 24-30), meeting . 
the limitations of the claim. 

With regard to claims 6, 15, applicant's limitations drawn to the location of the 
catheter is considered by the examiner to be a statement of the intended use of the 
device. It has been held that a recitation with regard to the manner in which a claimed 
apparatus is intended to be employed does not differentiate from a prior art apparatus 
satisfying the claimed structural limitations. See MPEP 2114. In the instant case, Cohn 
discloses merely that the catheters, including the venous catheter, are deployed to a 
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"desirable anatomic location" (see column 21, lines 50-57), which may include 
deployment via the claimed catheters. Nonetheless, Cohn specifically discloses that the 
arterial catheter may be deployed via the brachial or femoral arteries (see column 26, 
lines 20-25). Since the Cohn device is capable of being deployed in the manner claimed 
by applicant, it meets the limitations of the claims. 

With regard to claim 8, Cohn discloses that an embodiment of the invention 
comprises catheters that are structurally similar, indicating that the venous catheter 
comprises the same general size as the arterial catheter (see column 22, lines 63-65). 
With regard to claim 4, Cohn discloses that the arterial catheter may be 1 .5-2. 5mm in 
diameter and about 40-1 50cm in length (see column 19, lines 24-30), meeting the 
limitations of the claim. 

With regard to claims 11 and 16, applicant's limitations drawn to the location of 
the catheter is considered by the examiner to be a statement of the intended use of the 
device. It has been held that a recitation with regard to the manner in which a claimed 
apparatus is intended to be employed does not differentiate from a prior art apparatus 
satisfying the claimed structural limitations. See MPEP 21 14. In the instant case, Cohn 
discloses merely that the catheters, including the venous catheter, are deployed to a 
"desirable anatomic location" (see column 21, lines 50-57), which may include 
deployment via the claimed catheters. Furthermore, Cohn discloses that the venous 
catheter is deployed in a vein that is closely associated with the artery in which the 
arterial catheter is deployed (see column 28, lines 10-24). Since the Cohn device is 
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capable of being deployed in the manner claimed by applicant, it meets the limitations of 
the claims. 

With regard to claim 13, Cohn specifically discloses that his catheter may be 
used for long-term hemodialysis in which a patient is connected to a dialysis machine 
(see column 3, lines 24-30). 

With regard to claim 17, Cohn discloses the device in the claimed method and 
that the device catheter may be used for long-term hemodialysis in which a patient is 
connected to a dialysis machine. Cohn discloses that blood drains from the patient 
through the disclosed catheter system, filtered through the hemodialysis apparatus, and 
treated blood is returned to the patient (see column 3, lines 24-51). Cohn does not 
specifically disclose that the blood is withdrawn from the arterial catheter and returned 
via the venous catheter. However, it is well-known in the art of blood treatment that due 
to the inherent pressure differentials between arteries and veins, in order to effectively 
withdraw, treat, and return blood to a patient, blood is withdrawn from an arterial 
connection and returned to a venous connection (see, for example, US 4,486,189 to 
Troutner, disclosing an arterial withdrawal connection and venous return connection in a 
dialysis apparatus). Therefore, the Cohn disclosure meets the limitations of the claim. 

With regard to claims 19 and 20, Cohn specifically discloses that the arterial 
catheter may be deployed via the brachial or femoral arteries (see column 26, lines 20- 
25) and that the venous catheter is deployed in a vein that is closely associated with the 
artery in which the arterial catheter is deployed (see column 28, lines 10-24). Since the 
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Cohn device is capable of being deployed in the manner claimed by applicant, it meets 
the limitations of the claims. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
6,099,542 to Cohn et al. 

In the specification and figures, Cohn discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of forming the cuff out of 
Teflon or Dacron. However, Cohn discloses that in an embodiment of his invention, the 
vascular perforator may comprise a microscalpel coupled with an abutment block made 
of various polymers (which includes Teflon, a fluoropolymer), polyurethanes, and 
silicon-based compositions (see column 21, lines 3-41). Examiner is considering Cohn's 
abutment block to correspond to applicant's claimed cuff. Cohn further discloses that it 
is well-known in the art to create AV fistulas out of prosthetic graft materials, which 
include applicant's claimed materials. It has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice (see MPEP 2144.07). In the instant case, 
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Cohn discloses that a connection or cuff between the two catheters may comprise a 
polymer composition, suggesting the use of applicant's claimed materials. 

7. Claims 5 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 6,099,542 to Cohn et al in view of US 6,582,409 to Squitieri et al. 

In the specification and figures, Cohn discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of the diameters of the 
catheters. Squitieri discloses an arteriovenous fistula apparatus for hemodialysis that 
comprises tubes implanted within the patient that are 7mm in diameter, which is within 
applicant's claimed range (see column 4, lines 15-17). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to construct the 
catheters disclosed by Cohn in the diameters disclosed by Squitieri , since Squitieri 
discloses that such a size is appropriate for hemodialysis fistulas (see Squitieri column 
4, lines 15-17). 

8. Claims 12, 14, and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,099,542 to Cohn et al in view of US 5,197,976 to Herweck et al. 

In the specification and figures, Cohn discloses the apparatus substantially as 
claimed by applicant with the exception of one catheter being slightly smaller than the 
other. Herweck discloses that due to variations in artery and vein sizes within a patient, 
it is important to supply a surgeon implanting a vascular graft (see column 2, lines 1-10). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide the catheter system disclosed by Cohn with 
catheters that vary in diameter, as disclosed by Herweck, in order to accommodate the 
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various vessel sizes of the patient, as taught by Herweck (see Herweck, column 2, lines 
1-10). 


Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 6,022,335 Ramadan 

i. Vascular access with port 

b. US 2006/00641 59 Porter et al 

ii. Vascular access with anastomosis between vessels 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



